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Amendments to the Claims; 
1-26. (cancelled) 

27. (currently amended) An in-process control method In a product ion run of an on- 
going packaging proc ess for pharmaceutical formulationB to test the laaktiohtnegs of 
a seated container th at holds a pharmaceutical active substance formulation in a 
chamber, the method comprising th e steps of: al acting upon the sealed container 
with a gag such that a ny increase ol the oaa inside the chamber can be analyzed: b) 
removing a sample from the cha mber: and cY analyzing the sample for the presence 
of the g as Tho method according to c l aim 31 , wherein the sealed container is a 
sealed, two-layer, bottlo li Ko container with a rigid outer shell and an inner container 
mechanically attached to the outer shell only at certain points and able to collapse in 
on itself relative to the outer container. 

26. (currently amended) The method according to claim 27, wherein the sealed, 
two-layer, bott l o - l i ko container has been produced by a coextrusion process. 

29. (previously presented) The method aocordlng to claim 27, wherein the rigid outer 
shell consists of polypropylene, and the inner container consists of polyethylene, 

30-^32. (cancelled) 

33. (currently amended) The method according to claim 27 wherein the step of 
acting upon the sealed container with th ? is carried out at a pressure difference 
between the .chamber and the oas of 0,1 to 1 0 bar. 
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34. (previously presented) The method according to claim 33, wherein the pressure 
difference Is between 0.5 to 5 bar. 

35- (previously presented) The method according to daim 34, wherein the pressure 
difference is between 1 and 2 bar* 

36. (currently amended) The method according to claim 27 a+ r wherein the gas is 
acted upon the sealed container at a pressure difference of about zero between the 
chamber and the gas by permeation effects, diffusion, or permeation effects and 

diffusion, 

37. (currently amended) The method according to claim 27 wherein the gas is 
selected from the group consisting of: hydrogen, water vapor, noble gases, carbon 
dioxide, nitrogen, carbon monoxide, carbon-suJfur gases, sulfur dioxide, hydrogen 
sulfur, hydrocarbons, fluorohydrocarbons, chlorofluorohydrocarbons, and mixtures 
thereof. 

33. (previously presented) The method according to daim 37, wherein the gas Is 
helium. 

39. (currently amended) The method according to claim 27 wherein the steps 
of opening the sealed container and removal of the gas sample are carried out in a 
single step. 
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40. (currently amended) The method according to claim 2Z 34*. carried out at a 
temperature of 0*C to 50*C. 

41 . (new) The method according to claim 27, wherein the inner container 
comprises a flange, and wherein the rigid outer shelf is a metal or plastic sleeve. 

42. (new) The method according to claim 41 , wherein the inner container 
comprises a metal foil, a plastic film, or a plastic-coated metal foil. 
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